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in-process material, or drug product, 
and lot tested. 

(5) A record of all calculations per-
formed in connection with the test, in-
cluding units of measure, conversion 
factors, and equivalency factors. 

(6) A statement of the results of tests 
and how the results compare with es-
tablished standards of identity, 
strength, quality, and purity for the 
component, drug product container, 
closure, in-process material, or drug 
product tested. 

(7) The initials or signature of the 
person who performs each test and the 
date(s) the tests were performed. 

(8) The initials or signature of a sec-
ond person showing that the original 
records have been reviewed for accu-
racy, completeness, and compliance 
with established standards. 

(b) Complete records shall be main-
tained of any modification of an estab-
lished method employed in testing. 
Such records shall include the reason 
for the modification and data to verify 
that the modification produced results 
that are at least as accurate and reli-
able for the material being tested as 
the established method. 

(c) Complete records shall be main-
tained of any testing and standardiza-
tion of laboratory reference standards, 
reagents, and standard solutions. 

(d) Complete records shall be main-
tained of the periodic calibration of 
laboratory instruments, apparatus, 
gauges, and recording devices required 
by § 211.160(b)(4). 

(e) Complete records shall be main-
tained of all stability testing per-
formed in accordance with § 211.166. 

[43 FR 45077, Sept. 29, 1978, as amended at 55 
FR 11577, Mar. 29, 1990; 65 FR 18889, Apr. 10, 
2000; 70 FR 40880, July 15, 2005; 70 FR 67651, 
Nov. 8, 2005] 

§ 211.196 Distribution records. 

Distribution records shall contain 
the name and strength of the product 
and description of the dosage form, 
name and address of the consignee, 
date and quantity shipped, and lot or 
control number of the drug product. 
For compressed medical gas products, 

distribution records are not required to 
contain lot or control numbers. 

(Approved by the Office of Management and 
Budget under control number 0910–0139) 

[49 FR 9865, Mar. 16, 1984] 

§ 211.198 Complaint files. 
(a) Written procedures describing the 

handling of all written and oral com-
plaints regarding a drug product shall 
be established and followed. Such pro-
cedures shall include provisions for re-
view by the quality control unit, of any 
complaint involving the possible fail-
ure of a drug product to meet any of its 
specifications and, for such drug prod-
ucts, a determination as to the need for 
an investigation in accordance with 
§ 211.192. Such procedures shall include 
provisions for review to determine 
whether the complaint represents a se-
rious and unexpected adverse drug ex-
perience which is required to be re-
ported to the Food and Drug Adminis-
tration in accordance with §§ 310.305 
and 514.80 of this chapter. 

(b) A written record of each com-
plaint shall be maintained in a file des-
ignated for drug product complaints. 
The file regarding such drug product 
complaints shall be maintained at the 
establishment where the drug product 
involved was manufactured, processed, 
or packed, or such file may be main-
tained at another facility if the written 
records in such files are readily avail-
able for inspection at that other facil-
ity. Written records involving a drug 
product shall be maintained until at 
least 1 year after the expiration date of 
the drug product, or 1 year after the 
date that the complaint was received, 
whichever is longer. In the case of cer-
tain OTC drug products lacking expira-
tion dating because they meet the cri-
teria for exemption under § 211.137, such 
written records shall be maintained for 
3 years after distribution of the drug 
product. 

(1) The written record shall include 
the following information, where 
known: the name and strength of the 
drug product, lot number, name of 
complainant, nature of complaint, and 
reply to complainant. 

(2) Where an investigation under 
§ 211.192 is conducted, the written 
record shall include the findings of the 

VerDate Mar<15>2010 10:14 May 14, 2012 Jkt 226070 PO 00000 Frm 00180 Fmt 8010 Sfmt 8010 Y:\SGML\226070.XXX 226070w
re

ie
r-

av
ile

s 
on

 D
S

K
7S

P
T

V
N

1P
R

O
D

 w
ith

 C
F

R



171 

Food and Drug Administration, HHS Pt. 212 

investigation and followup. The record 
or copy of the record of the investiga-
tion shall be maintained at the estab-
lishment where the investigation oc-
curred in accordance with § 211.180(c). 

(3) Where an investigation under 
§ 211.192 is not conducted, the written 
record shall include the reason that an 
investigation was found not to be nec-
essary and the name of the responsible 
person making such a determination. 

[43 FR 45077, Sept. 29, 1978, as amended at 51 
FR 24479, July 3, 1986; 68 FR 15364, Mar. 31, 
2003] 

Subpart K—Returned and 
Salvaged Drug Products 

§ 211.204 Returned drug products. 
Returned drug products shall be iden-

tified as such and held. If the condi-
tions under which returned drug prod-
ucts have been held, stored, or shipped 
before or during their return, or if the 
condition of the drug product, its con-
tainer, carton, or labeling, as a result 
of storage or shipping, casts doubt on 
the safety, identity, strength, quality 
or purity of the drug product, the re-
turned drug product shall be destroyed 
unless examination, testing, or other 
investigations prove the drug product 
meets appropriate standards of safety, 
identity, strength, quality, or purity. A 
drug product may be reprocessed pro-
vided the subsequent drug product 
meets appropriate standards, specifica-
tions, and characteristics. Records of 
returned drug products shall be main-
tained and shall include the name and 
label potency of the drug product dos-
age form, lot number (or control num-
ber or batch number), reason for the re-
turn, quantity returned, date of dis-
position, and ultimate disposition of 
the returned drug product. If the rea-
son for a drug product being returned 
implicates associated batches, an ap-
propriate investigation shall be con-
ducted in accordance with the require-
ments of § 211.192. Procedures for the 
holding, testing, and reprocessing of re-
turned drug products shall be in writ-
ing and shall be followed. 

§ 211.208 Drug product salvaging. 
Drug products that have been sub-

jected to improper storage conditions 

including extremes in temperature, hu-
midity, smoke, fumes, pressure, age, or 
radiation due to natural disasters, 
fires, accidents, or equipment failures 
shall not be salvaged and returned to 
the marketplace. Whenever there is a 
question whether drug products have 
been subjected to such conditions, sal-
vaging operations may be conducted 
only if there is (a) evidence from lab-
oratory tests and assays (including ani-
mal feeding studies where applicable) 
that the drug products meet all appli-
cable standards of identity, strength, 
quality, and purity and (b) evidence 
from inspection of the premises that 
the drug products and their associated 
packaging were not subjected to im-
proper storage conditions as a result of 
the disaster or accident. Organoleptic 
examinations shall be acceptable only 
as supplemental evidence that the drug 
products meet appropriate standards of 
identity, strength, quality, and purity. 
Records including name, lot number, 
and disposition shall be maintained for 
drug products subject to this section. 

PART 212—CURRENT GOOD MAN-
UFACTURING PRACTICE FOR 
POSITRON EMISSION TOMOG-
RAPHY DRUGS 

Subpart A—General Provisions 

Sec. 
212.1 What are the meanings of the tech-

nical terms used in these regulations? 
212.2 What is current good manufacturing 

practice for PET drugs? 
212.5 To what drugs do the regulations in 

this part apply? 

Subpart B—Personnel and Resources 

212.10 What personnel and resources must I 
have? 

Subpart C—Quality Assurance 

212.20 What activities must I perform to en-
sure drug quality? 

Subpart D—Facilities and Equipment 

212.30 What requirements must my facili-
ties and equipment meet? 
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